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NIH and Data Sharing

“We believe that data sharing is essential for expedited translation of research results into 
knowledge, products, and procedures to improve human health. The NIH endorses the 
sharing of final research data to serve these and other important scientific goals.” 

- NIH 2003 Data Sharing Policy



Why was GWAS different?

 Unprecedented opportunity to advance under-
standing of common diseases (e.g., diabetes, 
cancer, heart disease)

 The data generated is far richer than what a single 
investigator or a collaborative team can fully explore
• Many different questions may be asked

• Cross-study analyses are possible, which increases the 
capacity to address complex questions

 NIH leadership felt that a consistent and robust 
GWAS policy across the ICs would best serve the 
public



Guiding Principle

The greatest public benefit will be realized 
if data from GWAS are made available, 
under terms and conditions consistent 
with the informed consent provided by 
individual participants, in a timely manner 
to the largest possible number of 
investigators.



GWAS Policy Elements

 Data Management
• Data Submission Procedures
• Data Access Principles
• Protection of Research Participants

 Scientific Publication 

 Intellectual Property



GWAS Data Management Overview
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Data Use Limitations
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Data Submission

 Local institution will certify approval of submission 
to GWAS data repository, including statements that:
• data are provided in accord with applicable laws and 

regulations
• an IRB or Privacy Board has reviewed the submission 

plans

 The PI will remove HIPAA identifiers and retain the 
keycode to the data

 Any limitations on data use are requested at time of 
application (e.g., limitations imposed by existing 
informed consent).



Points to Consider for IRBs
 Provides investigators & IRBs with information on 

important participant protection considerations 
related to submission of data
 Not intended to serve as a checklist
 Topics include:

• Background on the scientific opportunities presented by 
GWAS 

• Discussion of the ethical issues relevant to the review of 
submission plans for GWAS datasets 

• Specific points to consider in the evaluation of informed 
consent documents

 Available at: http://grants.nih.gov/grants/gwas/gwas_ptc.pdf



Data Access is Two-Tiered
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Data Access

 Investigators and home institutions responsible 
for compliance with federal, state, and local policies

• Local institutional review – HIPAA – 45 CFR 46

 Secondary data users not conducting human 
subjects research 

 Data Access Committees (DACs) will review 
requests for consistency with data use limitations
• Federal staff with appropriate expertise
• Also responsible for tracking and reviewing Approved 

User Annual Reports



Data Use Certification Agreement
 There is a common framework for all NIH Data Use 

Certifications (DUCs)
 Terms and conditions include that requesters will:

• be responsible for compliance with federal, state, and 
local policies

• only use the data for the specified research use 
• not identify study participants
• not transfer data beyond approved users
• immediately notify the DAC if a security breach occurs
• submit brief annual updates on research and publications
• be identified as an Approved User within dbGaP
• acknowledge other GWAS policies



GWAS Policy Elements

 Data Management 
• Data Submission Procedures
• Data Access Principles
• Protection of Research Participants

 Scientific Publication 

 Intellectual Property



Scientific Publication

 Contributing PIs will have the exclusive right to 
submit publications for twelve months after a 
GWAS dataset is made available  
• This includes any form of public dissemination

 All other appropriate uses of the data are 
permitted during this period



Intellectual Property
 Consensus is that GWAS data should be pre-

competitive
• Automated calculations to identify first round genetic 

associations will be made available through dbGaP

 NIH urges that associations remain available to all 
investigators & discourages premature claims
 Users & data submitters must “acknowledge” this 

position 
 NIH encourages broad use of GWAS data 

consistent with NIH’s Best Practices for Licensing 
with Genomic Inventions.
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For More Information…

 Watch gwas.nih.gov…update underway

 Email gwas@mail.nih.gov

mailto:gwas@mail.nih.gov�




Trends in Access Requests
 Requestors come from across the research 

community, with most residing in academic 
institutions 

 No sanctions have been identified for PIs or their 
collaborators

 Proposed research uses include:
• understanding the etiology of the target disease or 

related conditions/traits
• testing new statistical methods to identify disease 

susceptibility genes or gene-environment interactions



dbGaP by the Numbers

As of Fall 2009:
 39 deposited studies involving 79 institutions

 57,612 phenotypes measured

 Over 500 approved users with at least 1 
project

 Users from 196 institutions in 25 countries

 48 additional studies in process
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Annual Report Elements
 Summary of research progress
 Proposed plans for further research utilizing currently approved 

NIH GWAS datasets 
 List of all completed or accepted scientific presentations that 

include (or will include) findings made with the individual-level NIH 
GWAS data accessed through dbGaP. 

 List of manuscripts submitted 
 Description of any intellectual property generated as a result of 

using the NIH GWAS individual-level data
 Summary information on any inappropriate data release incidents 

or other data security issues
 General comments on process & Suggestions for improving 

dbGaP, NIH GWAS, study-specific data access, or NIH GWAS 
policy or procedures in general 



Homer N et al, PLoS Genet 2008 Aug 29;4(8):e1000167.



Early Headlines…

DNA databases blocked from the public
The National Institutes of Health removes patients' genetic profiles 
from its website after a study reveals that a new type of analysis could confirm identities.
By Jason Felch
Los Angeles Times Staff Writer 

Forensic Breakthrough Stirs NIH to Close GWAS Data from Public View
August 29, 2008 
By Matt Jones,
a GenomeWeb staff reporter



Homer N et al, PLoS Genet 2008 Aug 29;4(8):e1000167.

Inferring Placement from Allele Frequencies

Y = Person of Interest; Pop = Reference Population; M = Mixture



dbGaP by the Numbers

As of Fall 2009:
 39 deposited studies involving 79 institutions

 57,612 phenotypes measured

 Over 500 approved users with at least 1 project
• Investigators span research sectors, but 

primarily reside in academic-based 
institutions

 Users from 196 institutions in 25 countries

 48 additional studies in process
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